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La résorption est pratiquement compléte au bout de 91a 119 jours.

(CONTRE-INDICATIONS

Comme il est résorbable, ce fil de suture (coloré et incolore) ne doit pas étre utilisé lorsqu'un
rapprochement prolongé des tissus soumis a un stress est nécessaire.

Le il de suture incolore MONOCRYL™, en particulier, ne doit pas étre utilisé pour la fermeture
des tissus fasciaux.

AVERTISSEMENTS

Linnocuité et I'efficacité du fil de suture MONOCRYL™ n'ont pas été établies dans les cas
suivants : tissus nerveux, tissus cardiovasculaires, microchirurgie et chirurgie ophtalmique.
L'utilisateur doit connaitre les procédures et les techniques chirurgicales relatives
al'utilisation de fils de suture résorbables avant d'utiliser le fil de suture MONOCRYL™ pour
la fermeture d’une plaie ainsi que le risque de déhiscence de la plaie qui dépend du site
opératoire et de la nature du fil de suture. Le choix du fil de suture par les médecins est
fonction de ses propriétés in vivo (voir la rubrique MODE D'ACTION).

Il convient de respecter les procédures chirurgicales habituelles nécessaires au controle de la
contamination ou de I'infection de la plaie.

Comme ce fil de suture est résorbable, le chirurgien peut envisager d'utiliser en complément
des fils de suture non résorbables pour la fermeture de plaies susceptibles de subir une
expansion, un étirement ou une distension, ou exigeant un soutien supplémentaire.

Ne pas restériliser/réutiliser. La réutilisation de ce dispositif (ou de parties de ce dispositif)
peut créer un risque de dégradation du pmdmt sustepnble d'entrainer une défaillance
du dlSpDSIUf eIJou une uxmamlna\\on (rolsee ce qui peut provoquer une infection ou la
le sang aux patients et aux utilisateurs.
Dans la mesure ot le fil de suture est un matériau résorbable, il peut se comporter
transitoirement comme un corps étranger. Comme tout corps étranger, ce produit peut
aggraver une infection existante.

PRE(AUTIONS

iculiere doit é ée alamanipulation de ce il et de tout ériel de

iture afin d les détéri ou pincer e fil lors de I'application
dinstruments (hlmrgl(aux tels que des pinces ou des porte-aiguilles.
Les fils de suture cutanés restant en place pendant plus de 7 jours peuvent entrainer une
irritation localisée et doivent étre coupés ou retirés selon les indications.
Dans certaines circonstances, notamment lors de procédures orthopédiques, une
immobilisation des articulations par soutien externe peut étre utilisée a la discrétion
du chirurgien.
Il convient d'étre prudent en cas d'utilisation de fils de suture résorbables au niveau de tissus
‘malirriqués, car il existe alors un risque de rejet de la suture et de retard de la résorption.

For recognized legal manufacturer, refer to product label.
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Instructions for use en

MONOCRYL™
Poliglecaprone 25 (MONOFILAMENT)
STERILE SYNTHETIC ABSORBABLE SURGICAL SUTURE

DESCRIPTION
MONOCRYL™ Suture is a sterile, monofilament, synthetic, absorbable surgical suture composed
of a copolymer of glycolide and (epsilon) &-caprolactone. The empirical molecular formula of the
polymeris (GH;0)n (CeHio0).

. " "
DYED UNDYED

pvr—— m Orginal Postimplantat n Original one-third (1/3) to one-half (1/2) of the distance from the attachment end ;o the point. Grasping
ostimplantation s ppv";:(h riginal ostimplantation s ppmﬁ(k rigina in the point area could impair the penetration performance and cause fracture of the needle.
rength Remaining rength Remaining Grasping at the atachment end could cause bending o breakage. Reshaping needles may cause

7days 60%t070% 7days 50%t0 60% [t th and be less resistant to bendir
14 days 30%to 40% 14days 20%t0 30% Users should exercise caution when handling surgical needles to avoid inadvertent needle stick
Alof the onglnal tensile stvength s Allof the original tensile streng(h is injury. Broken needles may resultin extended or additional surgeries or residual foreign bodies.
essentially lost by 28 days post essentiall lost by 21 days post-i Lnlad:ertem needle sticks with contaminated surgical needles may result in the transmission of

Absorption is essentially complete between 91 and 119 days.

(CONTRAINDICATIONS

This suture (dyed and undyed), being absorbable, should not be used where extended
imation of tress i required.

Poliglecaprone 25 copolymer has been found to b igeni licits only
slight tissue reaction during absorption.

MONOCRYL™ Suture is available undyed and dyed with D& Violet No. 2 (Color Index 60725) to
enhance visibility in the surg\(al field.

MONOCRYL i izes and lengths, non-needled orattached to
needles of varying types and sizes as described in the HOW SUPPLIED section.

MONOCRYL™ Suture complies with the requirements of the European Pharmacopoeia (Ph.
Eur) for Sterile Synthetic Absorbable Monofilament Sutures and United States Pharmacopeia
(USP) for Absorbable Surgical Sutures except for a slight oversize in diameter for all gauges as
shown in the table below.

Undyed MONOCRYL™ Sutures, in particular, should not be used to close fascial tissue.
WARNINGS

The safety and effectiveness of MONOCRYL™ Sutures has not been estabhshed in the
following areas — neural tissue, tissue, urgery.
Users should be familiar with surgical procedures and techniques involving absorbable
sutures before employing MONOCRYL™ Suture for wound closure, as risk of wound
dehiscence may vary with the site of application and the suture material used. Medical
professionals should consider the in vivo performance (under PERFORMANCE/ACTIONS
section) when selecting a suture.

Acceptable surgical practice should be followed for the management of contaminated

UsP Size i Size Maxi Ov or infected wounds.
6-0 07 0.049mm As this is an absorbable suture material, the use of supplemental nonabsorbable sutures
50 1 0033 mm should be considered by the surgeon in the closure of sites which may undergo expansion,
- stretching or distension, or that may require additional support.
40 13 0.045 mm Do not resterilize/reuse. Reuse of this device (or portions ofth\x device) may create a risk of
30 2 0.067 mm product ion, which may result in devi a which
20 3 0,055 mm ‘may lead to infection or transmission of blood-borne pathogens to patients and users.
As an absorbable suture, this suture may act transiently as a foreign body. Like all foreign
0 35 0.088mm O ot i e
bodies, this product may potentiate infection.
! - o PRECAUTIONS
units of icand Ph. Eur. S quival riuhtin id id crushi
whichis reflected on the labeling. or aimping damage due t lication of surgical i o forcen
INDICATIONS Skin sutures which must remain in place longer than 7 days may cause localized irritation and
MONOCRYL™ Sutures are indicated for use in general soft tissue approximation and/or ligation, should be snipped off or removed as indicated.
but ot for usei or neurological tissues y or ophthalmic surgery. Under some circumstances, notably orthopedic procedures, immobilization of joints by external
APPLICATIONS support may be employed at the discretion of the surgeon.

Sutures should be selected and implanted depending on patient condition, surgical experience,
surgical technique and wound size.

PERFORMANCE / ACTIONS

MONOCRYL™ Suture elicits a minimal initial inflammatory reaction in tissues and ingrowth of
fibrous connective tissue. Progressive loss of tensile strength and eventual absorption occurs by
means of hydrolysis, where the polymer degrades to adipic acid, which s subsequently absorbed
and metabolized in the bady Absorption begins as loss of tensile strength followed by a loss of
ma on studies in

Consideration should be taken in the use of absorbable sutures in tissues with poor blood supply

assuture extrusion and delayed absorption may occur.

Subcuncular sutures should be pla(ed as deeply as possible to minimize the erythema and
iated with the absorption process.

This suture may be inappropriate in elderly, malnourished or debilitated patients, or in patients

suffering from conditions that may delay wound healing.

As with any suture ma!enal adequate knot security requires !he standard SIJI\]I(B| te(hmque of

flat, sq

of the surgeon. The use of additional throws may be pamcnlavly appropriate when kncmng

monofilament sutures.

Discard in“sharps” containers.
AADVERSE REACTIONS
Adverse reactions associated with the use of this device include wound dehiscence, calculi
formation in urinary or biliary tracts when prolonged contact with salt: solulmns suchas urine o
bile occurs, transient tissue reaction, and transient local i 3
STERILITY
MONOCRYL™ Suture is sterilized by ethylene oxide gas. Do not resterilize. Do not use if package is
opened or damaged. Discard opened, unused sutures.
STORAGE
No special storage conditions required. Do not use after expiry date.
HOW SUPPLIED
Please note that not all sizes are available in all markets. Please contact your local sales
representative for size availability.
MONOCRYL™ Suture s available as sterile, monofilament strands in sizes 6-0 through 1 (metric
sizes 0.7 - 4), in a variety of lengths, with and without permanently attached needles.
MONOCRYL™ Suture is also available in sizes 3-0 through 1 (metric sizes 2 - 4) as sterile strands
attached to CONTROL RELEASE™ removable needles, which enable the needles to be pulled off
instead of being cut off.
MONOCRYL™ Suture is available in one, two or three dozen units per box.
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TEEC/93/42
bg-CE MapkypoBKa 1 WIEHTUOUKALIMOHEH HOMEp Ha
HOTUQULUPaHIA OpraH. TPOAYKTLT 0TrOBaPA Ha OCHOBHNTE
U3UCKBAHWA Ha AUPEKTUBAT 3 MELMLIMHCKMTE YCTPOVCTBA
93/42/E10 / cs-0znaceni CE a identifikacni Cislo notifikované
osoby. Vyrobek odpovida zakladnim pozadavkim smémice
93/42/EHS o zdravotnickych prostiedcich /

organ. Produktet opfylder de vaesentlige krav i Direktiv 93/42/
EOF om medicinsk udstyr / de-CE-Kennzeichnung und

2797 Kennnummer der Benannten Stelle. Das Produkt entspricht
den grundlegenden Anforderungen der Richtlinie 93/42/EWG
des Rates iiber Medizinprodukte / el-Eravon CE kat ApiBpog

YVipiong Tov £vov Opyavioyio. To mpoiov
mnpoi Tig oumméﬂ( anartoeig e 08nyiag 93/42/E0K mepi
tatpoteyvohoyikwv mpoioviwv / en-CE-mark and Identification
number of Notified Body. The product meets the essential
requirements of Medloal Dewce Directive 93/42/EEC/ es-Marca
CE+nimero dei del organi tificado. Este
producto cumple los requisitos esenciales de la directiva de
productos sanitarios 93/42/CEE / et-CE-mirgis ja teavitatud
asutuse veglstreenmlsnumhev Toode vanab

direktiivi 93/42/EMU pdl /

fi-CE-merkinta ja ilmoitetun laitoksen tunnusnumero. Tuote
noudattaa ldakinnallisista laitteista annetun direktiivin
93/42/ETY olennaisia vaatimuksia / fr-Marquage CE et numéro
didentification de lorganisme notifié. Ce produit est conforme
aux exigences essentielles de la Directive sur les dispositifs
médicaux 93/42/CEE / hu-CE-jel és a bejegyzett testiilet szdma.
Atermék megfelel az orvosi készilékekrol sz6l6 93/42/EGK
szamui irényelv eldirdsainak / it-Marchio CE e numero di
identificazione dell‘organismo notificato. Il prodotto &
conforme ai requisiti essenziali della direttiva 93/42/CEE sui
dispositivi medici / kk-CE — 6enri XoHe Ky3bIpeTTi
OpraHHbIH, Giperennik Hemipi. ©Him 93/42/B3C
MeouumHanbIK GyibiMaap Typasl
JMpeKTBaCbIHbIH, HEri3ri TananTapbiHa
ayan 6epeqi/ko-E0}3 X Q1F 7| 22|
AEHE JMES 227|717 934/
e LTEZTAHS ESELICH It-CEzenklasit
notifikuotosios jstaigos identifikavimo numeris. Produktas
atitinka pagrindinius medicininiy prietaisy 93/42/EEB
direktyvos reikalavimus / Iv-CE zime un sertifikacijas iestades
identifikacijas numurs. Izstradajums atbilst medicinisko iericu
direktiva 93/42/EEK |zwmtajan1 pamatprasibam /
nl-CE-markeri vande
instantie. Het produd voldoet aan de essentiéle eisen van de
Richtlijn voor medische hulpmiddelen 93/42/EEG /
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i Europeand /
ru-OduuvanbHbiil npeactasutens B EC/ sk-Autorizovany da-CE-merkning og identifikati fork i no-CE-merke og ID-nummer for bemyndiget organ. Produktet

innfrir de vesentlige krav i direktivet 93/42/EQF for medisinsk
utstyr / pl-Znak CEi numer identyfikacyjny jednostki
2797 notyfikowanej. Produkt spefnia wymagania zasadnicze
zawarte w dyrektywie 93/42/EWG dotyczacej wyrobow
medycznych / pt-Marca CE e nimero de identificagao do
organismo notificado. O produto cumpre os principais
requisitos da diretiva sobre dispositivos médicos 93/42/CEE /
ro-Marcajul CE si numarul de identificare a organismului
notificat. Acest produs corespunde cerintelor esentiale ale
Dlremvel privind dispozitivele medicale 93/42/(EE /ru-3Hak
«Bru il Homep
YBE/IOMNIEHHOTO OpraHa. M}ﬂEﬂMG 0TBEYaeT 0CHOBHbIM

93/42/E3C/ sk-Oznacenie (E a identifikacné cislo
notifikovaného organu. Tento produkt spiiia zékladné
poziadavky smernice ¢. 93/42/EHS o zdravotnickych
poméckach / sv-CE-marke och identifieringsnummer for
anmélt organ. Produkten uppfyller de vdsentliga kraven i
direktivet for medicinsk utrustning 93/42/EEG / tr-(E isareti ve
Onaylanmis Kurulusun kimlik numaras. Uriin, 93/42/EEC sayil
Tibbi Gihazlar Direktifinin baslica gereklerine uygunduv/
th-n-CE FREFNAEANGRIR SIS, PR
BESTRRIED Sy WEARER
zhetw-CE AR HABAYRBISRS  Z
HEBBREIES BA/H WEKRER
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skaicius pakuotéje) / Iv-( CONTROL RELEASE™ (X=3kiedru
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OTBOPETE TYK / cs-ZDE ODLOUPNETE/ZDVIHNETE/
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RIDICATI/DESCHIDETI AICI / ru-CHATb/NPUNOZHATS/
OTKPbIT 3/1ECb / sk-TU ODLUPNUT/NADVIHNUT/OTVORIT /
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